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REMARKS 

With this Amendment, Claims 1-36 and 60-74 are pending. Claims 1, 11-13, 23, 24 and 
31 have been amended. Claims 37-59 have been canceled, and Claims 60-74 have been added. 
Applicants reserve the right to pursue the canceled claims or the scope of the previously 
unamended claims at a later date. 

Claim Rejections - 35 U.S.C. § 103 

Claims 1-38 stand rejected under 35 U.S.C. § 103(a) as being unpatentable over Davison 
et al. (U.S. Patent No. 6,187,000 Bl) (''Davison") in view of Simonson (U.S. Publication No. 
2003/0083688 Al) ("Simonson"). The Examiner asserts that "Davison et al. disclose the 
claimed invention except for a proximal or tubular upper portion having an oblong or oval- 
shaped proximal portion." Office Action, p. 3, In addition, the Examiner asserts that "Simonson 
'688 discloses a cannula that has an oblong or oval shape..." and that "it would have been 
obvious to one having ordinary skill in the art at the time the invention was made to construct the 
device of Davison et al. having at least an oblong or oval-shaped cannula in view of Siminson to 
better allow access to the spinal area with tools in use of the device." Id. at p. 3-4. Applicants 
respectfully disagree and traverse the rejection because it would not have been obvious to one 
having ordinary skill in the art to construct the device of Davison having an oblong or oval- 
shaped cannula in view of Simonson, as explained further below. 

Declaration Of Gene P. Dipoto Pursuant To 37 C.F.R. $ 1.131 

Pursuant to 37 C.F.R § 1.131, a Declaration by Gene P. Dipoto has been submitted with 
this Amendment. The Declaration establishes an invention date that predates the October 30, 
2001 filing date of the Simonson reference. Therefore, Applicant respectfully submits that the 
Simonson reference is not a prior art reference against the Applicant and that the rejection based 
on Simonson should be withdrawn. In addition to the Declaration, the Applicant has submitted 
alternative arguments to overcome Examiner's rejections. 
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Davison 

Davison teaches a device for providing access to a spinal location, which in one 
embodiment comprises a cannula having a tube structure and an expandable distal portion. 
Davison, Figs. 1-2, 5 (reproduced below). The expandable portion is conical after it is expanded. 
Davison, Fig. 1. As noted by the Examiner, the distal portion of Davison is capable of being 
considered oblong as it changes between first and second orientations. However, Davison does 
not include an oval-shaped proximal portion, as recited by Claim 1, an oblong-shaped proximal 
end, as recited by Claim 1 1, or a proximal end defining an oblong shaped cross section at least in 
an expanded configuration, as recited by Claim 31 . 




Simonson 

Simonson teaches a single piece, non-expandable "wide-channel cannula that is pre-sized, 
pre-configured and tailored to conform to the patient's anatomy." Simonson, Specification, para. 
/ 2; Figs. 2, 5-6 (reproduced below). In particular, Simonson notes that a purely cylindrical device 
has the problem that it "more likely than not settles off of or partly on the bone," allowing for 
muscle migration between the bone and the bottom of the device. Simonson, Specification, para. 
4. Furthemiore, a cylindrical cannula is often too large in the lateral direction, due to the 
restricted amount of lateral space between the lateral facets and the medial spinous process. 
Simonson, Specification, para. 5. 



-12- 



Appl. No. : 10/678,744 

Filed : October 2, 2003 




Accordingly, Simonson discloses dilators and retractors that are ovoid or elliptical in 
shape, allowing for increased vertical access, but with reduced lateral access to address a 
patient's particular pathology. As illustrated in Figure 7 (reproduced below) and described in 
paragraph 38 of Simonson, a cylindrical retractor having 35 mm of desired vertical access would 
be too wide in the horizontal direction. Therefore, the invention of Simonson provides a 
narrower retractor, illustrated by the oval Z, to fit into the channel defined by this portion of the 
spine. Simonson discloses another embodiment having a contoured distal end 46 (see Figure 5 
reproduced above) and a further embodiment having a proximal portion 56 with a larger cross- 
sectional area than the distal portion 58 (see Figure 6 reproduced above). 
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FIG. 7 



The Combination of Davison and Simonson Is Improper 

Section 2143 of the M.P.E.P. states that to establish prima facie obviousness three 

requirements must be met: 

To establish a prima facie case of obviousness, three basic criteria must be met. 
First, there must be some suggestion or motivation, either in the references 
themselves or in the knowledge generally available to one of ordinary skill in the 
art, to modify the reference or to combine reference teachings. Second, there must 
be a reasonable expectation of success. Finally, the prior art reference (or 
references when combined) must teach or suggest all the claim limitations. The 
teaching or suggestion to make the claimed combination and the reasonable 
expectation of success must both be found in the prior art, and not based on the 
Applicant's disclosure. 
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There Is No Suggestion or Motivation to Combine the Reference 

Applicant submits that the suggestion or motivation to combine Davison with Simonson 
is lacking. In particular. Applicant submits that it would not have been obvious to a person of 
ordinary skill in the art to combine a reference directed to a non-expandable , pre-sized, pre- 
configured and tailored wide-channel cannula with a reference directed to an expandable cannula 
or access device. In assessing whether the prior art provides a motivation to combine, the 
reference must be considered in its entirety, including disclosure that teaches away from the 
claims. See, e.g., M.P.E.P. §§ 2141.02 and 2145. Here, Simonson teaches away from such a 
combination, in that Simonson is focused on providing a smaller distal end to contour to a 
particular part of the spinal anatomy. Providing an expandable distal portion, as found in 
Davison, would be contrary to the explicit purpose of Simonson to make its distal end smaller. 

Furthermore, there is no teaching or suggestion in either reference that the proximal end 
or proximal portion of a device as in Davison should be made oval or oblong. A person of 
ordinary skill in the art that was developing an expandable cannula would look to references 
directed to similar expandable cannulae, and not to a reference directed to non-expandable, pre- 
sized, pre-configured and tailored cannulae. It appears that the Examiner has impermissibly used 
hindsight derived from the teachings in the present application, and not the teachings of the prior 
art, to reject Applicants' claims. In re Dembiczak , 175 F.3d 994, 999 (Fed. Cir. 1999) (holding 
the Board impermissibly used hindsight in determining obviousness); see also , M.P.E.P., Sect. 
2145, part X.A. In Dembiczak, the Federal Circuit reiterated that a determination of obviousness 
cannot simply rely on the inventor's disclosure as a "blueprint" without evidence of a suggestion, 
teaching or motivation in the prior art. Dembiczak , 175 F.3d 994, 999. Also, according to 
M.P.E.P. Section 706.02(j), "[t]he teaching and suggestion to make the claimed combination and 
the reasonable expectation for success must both be found in the prior art and not based on the 
Applicant's disclosure." (emphasis added). 

In addition, Simonson teaches a cannula configured in an ovoid shape in order to provide 
''access that is more vertical in orientation than lateral" because "the pathological target within 
the patient is often not an equal distance vertically and horizontally." Davison, Specification, 
para. 5. Thus, Simonson teaches that it is important to provide an ovoid shape to the portion of 
the cannula that is in contact or is adjacent to the pathological target, such as the surgical site. 
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Therefore, Simonson's teaching focuses on an ovoid shaped distal portion, which is in contact or 
is adjacent to the surgical site, and one of skill in the art would be unlikely to look to Simonson 
for providing an oblong or oval shaped proximal end or proximal portion as recited in some of 
Applicant's claims. 

The Combination of Davison and Simonson Does Not Teach or Suggest All the Claim 

Limitations 

Applicant further submits that even if Davison and Simonson can be combined as 
suggested by the Examiner, such a combination would not result in the combination of 
limitations recited by Applicant's claims. 

For example, Claim 23 recites a device for providing access to a surgical location within 

a patient, said device comprising: 

an elongate body having a proximal end, a distal end, and an inner surface, said 
inner surface defining a passage extending through the elongate body and through which 
surgical instruments can be inserted to the surgical location, said elongate body 
comprising a first arcuate side portion and a second arcuate side portion, said elongate 
body being expandable from a first configuration to a second configuration when located 
within the patient such that in the second configuration the cross-sectional area of said 
passage at a first location is greater than the cross-sectional area of said passage at a 
second location, wherein the first location is distal to the second location, said first 
arcuate side portion and said second arcuate side portion being discrete members 
configured to substantially enclose said passage at least in the first configuration 

The combination of Davison and Simonson does not teach or suggest, for example, first and 
second arcuate side portions being discrete members configured to substantially enclose the 
passage at least in the first configuration. 

Claim 3 1 recites a device for providing access to a surgical location within a patient, said 
device comprising: 

an elongate body having a proximal end, a distal end, and an inner surface, said 
inner surface defining a passage extending through the elongate body, said passage sized 
to receive multiple surgical instruments that can be inserted simultaneously to the surgical 
location, said elongate body being actuatable from a closed configuration to an expanded 
configuration wherein the cross-sectional area of said passage in said expanded 
configuration at a first location is greater than the cross-sectional area of said passage at a 
second location, wherein the first location is distal to the second location, said proximal 
end of said elongate body defining an oblong shaped cross section at least in the 
expanded configuration, said passage being substantially enclosed in at least said closed 
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configuration by a first generally arcuate side portion and a second generally arcuate side 
portion, said first and second generally arcuate side portions being discrete members 
capable of moving away from each other as said elongate body is actuated from said 
closed configuration to said expanded configuration . 

The combination of Davison and Simonson does not teach or suggest, for example, a passage 
being substantially enclosed in at least a closed configuration by a first generally arcuate side 
portion and a second generally arcuate side portion, the first and second generally arcuate side 
portions being discrete members capable of moving away from each other as the elongate body is 
actuated from said closed configuration to said expanded configuration 

At least for the reasons stated above. Claim 23 and 31, as well as the claims dependent 
therefrom, are patentable over Davison and Simonson. 

CONCLUSION 

Applicants respectfully submit that the claims are in condition for allowance. 
Furthermore, any remarks in support of patentability of one claim should not be imputed to any 
other claim, even if similar terminology is used. Any remarks referring to only a portion of a 
claim should not be understood to base patentability on that portion or that the limitation 
discussed is essential or critical; rather, patentability must rest on each claim taken as a whole. 
Applicant respectfully traverses each of the Examiner's rejections and each of the Examiner's 
assertions regarding what the prior art shows or teaches, even if not expressly discussed herein. 
Although changes to the claims have been made, no acquiescence, disclaimer or estoppel is 
intended or should be implied thereby; such amendments are made only to expedite prosecution 
of the present application and are without prejudice to the presentation or assertion, in the future, 
of claims relating to the same or similar subject matter. 
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Please charge any additional fees, including any fees for additional extension of time, or 

credit overpayment to Deposit Account No. 11-1410. 



Dated: 



1:1/ 1 1 Oh 



Respectfully submitted, 

KNOBBE, MARTENS, OLSON & BEAR, LLP 



By: 



Winston Chu 
Registration No. 55,071 
Agent of Record 
Customer No. 20,995 
(949) 760-0404 
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